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July 30, 2004 



Tommy Thompson 

Secretary 

Department of Health and Human Services 

200 Independence Avenue, SW 

Washington, DC 20201 



Lester M. Crawford, DVM, PhD^ 
Acting Commissioner 
Food and Drug Administration 
5600 Fishers Lane 
Rockville, MD 20857 



Filed At: 
Dockets Management Branch 
Food and Drug Administration 
Department of Health and Human Services 
5630 Fishers Lane 
Room 1061 
Rockville, MD 20852 



Dear Secretary Thompson and Acting Commissioner Crawford: 

We the undersigned [collectively, representatives for the Coalition for Mercury- free Drugs] 
hereby petition the United States Department of Health and Human Services (HHS) and the HHS' 
Food and Drug Administration (FDA), pursuant to the United States Constitution, the Public 
Health and Welfare (codified in Title 42 of the United States Code [42 U.S.C.]) at, but not limited 
to, 42 U.S.C. Section 262(a)(2)(A), 42 U.S.C. Section 262(d)(1), 42 U.S.C. 262Q) and 42 U.S.C. 
Section 300aa-10 et seq . [added by the National Childhood Vaccine Injury Act 1 1988 & 1998 
Supp}]), the Federal Food, Drug, and Cosmetic Act (FDC Act, codified in Chapter 9 of Title 21 of 
the United States Code [21 U.S.C. Chapter 9]) at, but not limited to, 21 U.S.C. Section 
351(a)(2)(B) and 21 U.S.C. Section 355(e)(3), and Title 21 of the Code of Federal Regulations 
(21 C.F.R.) including, but not limited to, 21 C.F.R. Section 10.30, requesting the Secretary of 
Health and Human Services or the Commissioner of Food and Drugs, as appropriate, to: 

1. IMMEDIATELY issue an order barring the administering of any disease-preventive 
Thimerosal-containing vaccine, or other such mercury-containing pharmaceutical product, 
that contains more than "trace" (more than 0.5 micrograms per dose) levels of Thimerosal 
to pregnant women and children under the age of 36 months ' , on the grounds that higher 
levels are now a proven health hazard to "susceptible" fetuses, newboms and young 
children, 

2. Suspend the approval or licensing of any FDA-regulated product that contains Thimerosal 
or any other mercury-based compounds as a preservative, or adjuvant, in the final 
formulation unless the total level of said compounds is not more than 0.5 micrograms of 
mercury per dose for vaccines and similar biological products or, for other pharmaceutical 
products administered more frequently, not more than 0.5 micrograms of mercury per day, 
on the grounds that so doing will reduce the risks of adverse reactions in susceptible 
children under the authority conferred upon you by the National Childhood Vaccine Injury 
Act of 1986, 42 U.S.C. Section 300aa-10 et seq .. under 42 U.S.C. Section 300aa-27(a)(2) 
for vaccines and, for other drugs, the general "public safety" authority granted in the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. Chapter 9), 



Coalition for Mercury-free Drugs (CoMeD) 



July 2004 
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